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Introduction

Telehealth—the remote delivery of
health care to a patient through tech-
nology—is becoming mainstream in
the United States as economic and
resource constraints continue to impact
the current method of health care deliv-
ery and reimbursement models move
toward performance-based outcomes and
metrics. Over 50% of hospital systems
utilized some form of telehealth in 2013,!
and the technology has reached the retail
market as well, with national companies
such as Walgreens launching their own
telehealth programs and applications
(apps) directly to consumers.? It has been
predicted that the telemedicine market
will soar past $30 billion by 2020.

Defining Telehealth
The term telehealth is used inter-
changeably with telemedicine by some
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organizations. The term telemedicine is
generally associated with the delivery of
traditional clinical diagnosis and moni-
toring by technology and is a subset of
the services encompassed by the term
telehealth. Telehealth’s broader defini-
tion encompasses clinical health care as
well as a wide range of other services,
including educating patients and provid-
ers, and promoting disease awareness
and wellness. Telehealth uses innovative
technologies, such as kiosks, website
monitoring applications, mobile phone
applications, wearable devices, and video-
conferencing, to remotely connect health
care providers to patients.

The Health Resources and Services
Administration defines telehealth as “the
use of electronic information and tele-
communications technologies to support
long-distance clinical health care, patient
and professional health-related education,
public health, and health administration.”

The Federation of State Medical
Boards (FSMB) defines telehealth as
“the practice of medicine using electronic
communications, information technology,
or other means between a licensee in one
location and a patient in another location
with or without an intervening health
care provider.” The FSMB definition was
included in its model policy to assist state
medical boards in managing this emerg-
ing area of practice that crosses multiple
states and domains, as well as to ensure
patient care and safety.®

The list of services included in tele-
health continues to expand as provid-
ers seek to reach more patients, and as
systems manage coverage gaps in ser-
vices or service areas and support the
transition from acute or emergency care
to a patient-centric preventive approach.

Approaches to Telehealth

Traditionally, telehealth delivery is
segmented into four modalities: real-
time, store-and-forward, remote patient
monitoring (RPM), and mobile health
(mHealth).

Real-time (synchronous) telehealth
is used to consult with, diagnose, and

treat patients. The key to this modality
is that the patient and provider see each
other and are actively engaged in the
interaction. This modality is generally
what is referred to when using the term
telemedicine and is the service most
commonly reimbursed by health care
plans.

The store-and-forward (asynchro-
nous) modality is used to send electronic
medical communications, often to a spe-
cialist, to assist in evaluating a patient’s
case or to deliver a service outside of a
typical face-to-face encounter.

The RPM modality collects patient
information electronically and trans-
mits it to a provider at another loca-
tion to allow tracking and monitoring
of that patient. Common RPMs include
glucose and blood pressure monitor-
ing. This type of monitoring is critical
as the industry moves toward pay-for-
performance reimbursement methods.
In addition, RPMs may assist hospitals
in monitoring newly released patients in
an effort to prevent readmissions from
complications after discharge. Chronic
conditions are well serviced by RPM as
well. For example, the Veterans Admin-
istration (VA)—one of the largest users
of RPM services—reported that its Care
Coordination/Home Telehealth program
monitored and cared for more than
70,000 veterans with chronic diseases in
2012, and that patient satisfaction levels
were greater than 85%. The VA also
reported more than $9,000 in savings
per patient due to the reduction in the
number of hospitalizations.®

The newest modality is mHealth, which
includes online services and mobile
phone apps marketed directly to con-
sumers. The global market for wearable
devices to help consumers track their
health and wellness is expected to reach
$49 billion by 2020.7

Addressing Primary Care
Challenges

The expansion of telehealth is being
driven by a number of challenges and
opportunities in the current health care
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delivery system. Access to primary care
in rural and underserved areas is a sig-
nificant driver for the Centers for Medi-
care and Medicaid Services’ (CMS) pro-
grams. While CMS’s Medicare program
is experiencing significant growth as
“baby-boomers” transition to Medicare,
the availability of primary care providers
is limited. In addition, health plans and
consumers are behind an intended shift
of the management of chronic diseases
from the long-term-care facility to the
home setting. This movement necessi-
tates that providers have the information
they need to manage and prevent emer-
gency room visits and hospitalizations.
Technology, such as monitoring devices,
collects patients’ data, allowing providers
to quickly address patient issues before
they become acute. The Federal Com-
munications Commission (FCC) has
estimated that, over a 25-year period,
RPM could save an estimated $197 billion
in just three areas: pulmonary disease,
diabetes, and cardiac disease.?

The expansion of state Medicaid pro-
grams by the Patient Protection and
Affordable Care Act (PPACA) also has
increased the need for primary care
providers, most notably in rural and
underserved areas. This immediate
need to provide health care services
to increasing numbers of beneficiaries
has pushed state Medicaid programs
to seek innovative solutions to address
the lack of availability of traditional
face-to-face provider interactions. The
federal government’s emphasis is to
use technology to provide services that
increase efficiency, are economical to
the state, and improve quality of care
for patients. Lastly, the changing health
care paradigm, in which consumers bear
an increasing amount of the health care
cost and providers are evaluated and paid
by performance measure, mandates col-
laboration between providers and their
patients if goals and outcomes are to be
reached.

Reimbursement

Seeking reimbursement is an impor-
tant legislative and regulatory initiative
for telehealth software and services
providers. Twenty-three states have
telehealth parity laws for private insur-
ance; however, the language of these
laws is key to what is covered. If the
law is written to mimic what is available
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in person, a gap may appear in the areas
of RPM or online app-based programs
available through mHealth. To address
these gaps, some states have submitted
revisions or additional bills to expand cov-
erage to services not previously covered
in the original bills.?

Similarly, federal programs vary in
their coverage of telehealth. For example,
Medicare covers a range of services from
telecommunications to patient access to
care across a distance, but caveats such
as coverage based on rural versus non-
rural service areas exist. Several inter-
ested organizations addressed a letter
to Health and Human Services (HHS)
Secretary Sylvia Mathews Burwell in
2014 highlighting that Medicare coverage
limitation criteria excluded 80% of Medi-
care beneficiaries who live in nonrural
areas.!’ In their assessment of Medicare
reimbursement for telehealth in 2014, the
Robert J. Waters Center for Telehealth
and e-Health Law found that the agency’s
expenditures totaled $13.9 million.!! The
restrictions on coverage established by
Medicare limit expansion of telehealth
services by providers. However, Medi-
care Advantage programs do not have
the same coverage limitation. Humana
and Anthem also have included telehealth
services in some of their Advantage
programs.

The Medicaid program recognizes
the benefit of utilizing telemedicine as
a means to meet the federal mandate to
promote efficiency, economy, and quality
of care to its beneficiaries. The Medicaid
program language defines telemedicine
as real-time, two-way communication
between a patient and a provider at a
distant site. The telemedicine definition
for Medicaid is modeled on Medicare’s
definition. Under Medicaid, the store-
and-forward modality would not be con-
sidered telemedicine but is allowed as
a means to deliver services. Telehealth
is not considered part of Medicaid’s
definition, but it is often reimbursed by
states under the umbrella of telemedicine
services.?? Forty-eight state Medicaid
programs provide some type of coverage
for telemedicine. Of the 48 programs,
24 states do not specify a patient setting
for payment, while 25 states recognize
the home as an originating site and 16
recognize a school as an originating
site. Fifteen states and the District of
Columbia do not specify the type of

provider allowed for reimbursement. State
rules governing the coverage of specialty
providers vary tremendously.’

Some employers include telehealth as
part of their benefit packages. In a 2014
survey of 1,000 employers by Towers
Watson, an estimated 37% of employ-
ers indicated that telemedicine options
were added to their employee plan in
2015, and 34% indicated they had plans to
add the option in 2016 or 2017."* Adding
telehealth services to benefit packages
is an effort to minimize the use of high-
cost emergency room services. A second
factor motivating employers is the poten-
tial reduction or elimination of time off
required by an employee to physically
go to a physician’s office.

Even insurers, such as Blue Cross
Blue Shield (BCBS) of Alabama, that
were initially resistant to reimbursing
for telehealth services have modified
their stance. In December 2015, BCBS
of Alabama began reimbursing providers
for five telehealth services: cardiologic
conditions, behavioral health, derma-
tological conditions, infectious disease,
and neurological diseases, including
stroke.!*! Reimbursement models vary
among companies and include a fee per-
member/per-month, fee-for-service, or
a mixed model of the two.

Regulations

In 2012, Congress passed the Food and
Drug Administration Safety and Innova-
tion Act, a section of which tasked the
Food and Drug Administration (FDA), in
consultation with the FCC and the Office
of the National Coordinator for Health
Information Technology (ONC), with
developing “strategy and recommenda-
tions on an appropriate, risk-based regu-
latory framework pertaining to health
information technology, including mobile
medical apps, that promotes innovation,
protects patient safety, and avoids regu-
latory duplication.”'s In April 2014, the
FDA, the FCC, and the ONC entered
into a memorandum of understanding in
which the agencies agreed to collaborate
within the areas of their respective scopes
of authority on existing technology and
on emerging innovations in mHealth and
to regulate their usage.'”$

While the FDA/FCC/ONC collabo-
ration works to promote innovation
and protect patient safety, the Federal
Trade Commission (FTC) protects



consumers from unfair or deceptive acts or
practices and from false or misleading
claims. In telehealth, the FTC’s focus is
on the effectiveness of mHealth devices
and apps. A significant emerging concern
is the security of patient health infor-
mation collected through mHealth apps
by entities not covered by the Health
Insurance Portability and Accountability
Act. The FTC has jurisdiction over non-
covered entities and is therefore autho-
rized to address data breaches associated
with mHealth apps."”

For telehealth practitioners, this field
of practice poses a number of logistical
challenges. Although there has been
a considerable amount of state policy
activity in an effort to increase utilization
and reimbursement for telehealth, health
care providers continue to encounter con-
flicting and confusing policies in terms
of requirements for insurance claims,
practice standards, and licensure.?
Individual practitioners are required to
be licensed by the state in which they
practice as well as in the state in which
the patient resides, which may be a hin-
drance to utilization and accessibility.
The portability of licensure across state
lines remains a contentious issue, and
many believe it inhibits the growth of
telehealth services.

A number of states have started to
review their regulations of telehealth
services and the definition of the patient—
provider relationship. The FSMB model
policy on telehealth recommended that
the same standard of care be applied
in in-person and remote consultations.
The policy does not state that a pre-
existing physician—patient relationship is
required.® The American Medical Associ-
ation’s statement on telehealth, however,
indicates that a “face-to-face relationship”
between a physician and a patient should
exist prior to a telemedicine encounter.?

Conflicting state regulations for practi-
tioners and practice must be reconciled
for telehealth to reach its potential.

Outlook on Law and Regulation
On a national level, the federal govern-
ment is investigating the expansion of
telehealth to address access as well as
quality and cost of care. Senators John
Thune (R-South Dakota) and Bill Nelson
(D-Florida) requested a literature review
of the impact of telehealth on health
care to date. In June 2016, the Agency

for Healthcare Research and Quality
(AHRQ) delivered that report, which
supported the effectiveness of telehealth
for RPM, communication, and counseling
for patients with several chronic condi-
tions, and for psychotherapy as a part
of behavioral health. The benefits for
patients with chronic conditions, such as
cardiovascular and respiratory disease,
included improvements in mortality and
quality of life, and reductions in hospi-
tal admissions. The AHRQ identified a
number of areas, such as maternal health,
child health, and triage for urgent care,
that require more primary literature
and review to determine the value of
telehealth.?!

In addition to these findings, several
bills have been introduced in Congress to
improve the scope of telehealth in Medi-
care. In December 2015, the bipartisan
Telehealth Innovation and Improvement
Act was introduced first in the House of
Representatives by Representatives Diane
Black (R-Tennessee) and Scott H. Peters
(D-California)* and then in the Senate by
Senators Gary Peters (D-Michigan) and
Cory Gardner (R-Colorado).? The bills
are identical and address the lack of Medi-
care coverage for telehealth services,
which the senators believe sets a poor
industry standard, discourages innova-
tion, and restricts access to specialized
services.? The bills require HHS’s Center
for Medicare and Medicaid Innovation
(CMMI) to allow eligible hospitals to test
telehealth services. The CMMI must also
review and independently evaluate tele-
health models for cost, effectiveness, and
improvement in quality of care without
increasing the cost of delivery. If those
criteria are met, then the model will be
covered through the greater Medicare
program. The bills were referred to
various House and Senate committees
for consideration.?%

In February 2016, Senator Brian Schatz
(D-Hawaii) and Representative Black
introduced the Creating Opportunities
Now for Necessary and Effective Care
Technologies (CONNECT) for Health
Actin the Senate and the House, respec-
tively. The identical bills, designed to
“promote cost savings and quality care
under the Medicare program through
the use of telehealth and remote patient
monitoring services,”?* address the use
of those services and how they would
be covered by Medicare’s merit-based

HEearra Care & Law

incentive payment system and alternative
payment models. The bill would establish
a demonstration waiver program for eli-
gible providers with the goal of alleviating
current Medicare fee-for-service limita-
tions on telehealth to expand coverage
for patients.”” The bills were referred to
various House and Senate committees for
consideration.

Conclusion

Telehealth continues to grow in scope,
along with improved quality assurance
of its services. Much like the standard-
ization of information technology, tele-
health remains an evolving area for effec-
tive delivery of care with standardized
information sharing.

Licensing for telehealth remains a
multilayered effort with state-by-state
inconsistencies that have restricted the
wide application of telemedicine or tele-
pharmacy. Standardized legal and/or
regulatory frameworks remain elusive.
Reimbursement typically follows a clear
legal framework using strategies to
support appropriate use of telehealth in
delivering care. The lack of clarity in the
law creates inconsistent reimbursement
by payers to care providers. Ultimately,
a clear legal framework is required if
reimbursement dilemmas are to be solved.

Information technology and system
interconnectivity for record sharing across
providers—physician, pharmacy, laborato-
ries, and hospital systems—are necessary
to ensure appropriate care. Technology
development along with appropriate uti-
lization of telehealth platforms continues
at a rapid pace, driven in part by the
ongoing implementation of the PPACA.

The increased chronic care burden
in all cross-sections of the U.S. contin-
ues to pressure the health care delivery
system to use innovative approaches and
technology, such as telehealth, to provide
cost-efficient care. Because remote phar-
maceutical management or telepharmacy
applications lag behind other telehealth
services, the value of these services needs
to be demonstrated through economic and
clinical assessments in real-world settings.
The cost-efficiency of telehealth, along
with its ability to deliver easier access to
timely medical or pharmaceutical care,
proposes a unique value proposition.
Determining that value remains to be
done.
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Corrections

e An article in the July issue
of P&T on the Centers for
Medicare and Medicaid
Services (CMS) Medication
Therapy Management pilot
program said that participants
would have to wait five years to
obtain a premium subsidy. In fact,
the CMS will pay those subsi-
dies two years after a prescription
drug plan earns them.

e The “Pipeline Plus” feature in
the August issue of P&T incor-
rectly stated that the Food and
Drug Administration approved
lenvatinib (Lenvima, Eisai), in
combination with everolimus, for
second-line treatment of patients
with advanced renal-cell carci-
noma after prior antiangiogenic
therapy in January 2016. The
actual approval date was May
13, 2016.




